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.ODETAILED ACTION 

Examiner lias changed since tine previous action, Examiner Jennifer Berrios will 
continue the prosecution of the application. 

This Office Action is in response to Applicant's amendment/remarks/response 
filed 5/27/2008 wherein claims 1 and 5 have been amended. 

Objections Withdrawn 

Applicants' arguments, filed 5/27/2008, have been fully considered but they are 
not deemed to be persuasive. Rejections and/or objections not reiterated from previous 
office actions are hereby withdrawn. The following rejections and/or objections are 
either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

Applicant's arguments with respect to claims 1-10 and 31 have been considered 
but are moot In view of the new ground(s) of rejection. The limitations of the newly 
added claims are different in breadth and scope, and therefore the rejections from the 
previous Office Action, mailed 2/25/2008, have been withdrawn. 

1 . Applicant's arguments with respect to the rejection under 35 USC 1 1 2 - 2nd 
Paragraph has being Indefinite have been considered and are considered persuasive, 
as such the rejection has been withdrawn. 

2. Applicant's arguments with respect to Hashmi teaching that the dose released In 
the booster should be kept small to prevent desensitization to occur and as such 
teaches away from the instant claims (Pg 5, Paragraph 3) is not found persuasive. 
Although Hashmi does teach this, it isn't the sole teaching of the reference, it also 
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teaches that devices can be manipulated to include different release at different 
concentrations, as shown in the 1 03 rejection below. 


Claim Rejections - 35 USC § 103 

1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

3. Claim 1-10 and 31 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hashmi et a! (WO 01/07079, pub date: 2/1/2001). 

4. Regarding claims 1-3 and 5-9, Hashmi teaches a vaccine formulation providing 
for the extended release of antigenic material over time. The release profile of the 
different embodiments can be varied, allowing a single administration to establish active 
immunity in an animal (Abstract). The antigenic material will be released from the 
carrier system over a period of time after introduction of the vaccine into the subject (Pg 
3, lines 25-26). The at least one antigenic substance will be dispersed in a 
pharmacologically acceptable carrier (Pg 20, claim 1). Hashmi contemplates an 
embodiment in which the release rate is substantially constant for the intended life of 
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the vaccine, otiier tlian tine possible tailing off near the end of the life of the vaccine (Pg 
5, lines 1-2). Hashmi also contemplates that another variation is to periodically 
supplement a relatively constant rate with burst of higher release, used to trigger the 
immune system to remain highly active over time (Pg 10, lines 7-10). It is also 
suggested that the shape of the device can be chosen to affect both the initial release 
rates and the effect of any tailing off thereof (Pg 12, lines 23-25). 

5. A further variation is for the device to have multiple layers, or graduated layers. 
This can allow for differing release rate profiles merely by adding layers of different 
solubility and/or release rates, or containing different concentrations of active material. 
For example there may be a core layer allowing a relatively high release rate, 
surrounding this may be a further dissolvable layer though with only a low release of 
active material (Pg 12, lines 26-32), thus suggesting progressively increasing doses 
with one single administration/device. Hashmi further teaches that the vaccine delay 
can exceed 24hrs and also 5days (Pg 21, claim 15-16). 

6. Regarding claims 4, 10 and 31 , although Hashmi does not present examples of 
what the increasing doses should be. It would have been obvious to one of ordinary 

skill in the art at the time the invention was made to adjust the increasing dosages 
taught by Hashmi through routine experimentation. One of sl<ill in the art would have 
been motivated to find the most effective process for the vaccination. 
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Conclusion 

No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer A. Berrios whose telephone number is 
(571)270-7679. The examiner can normally be reached on Monday-Thursday: 7:00am- 
4:00pm (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

JB 

/MP WOODWARD/ 
Supervisory Patent Examiner, Art Unit 1615 


